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Midterm results of the COLD study
Thomas L. Forbes, MD, London, Ontario, CanadaA report describing the midterm results of the COLD
Study comparing cryoplasty with balloon angioplasty in the
popliteal artery was recently presented at the 2009 Society
of Interventional Radiology Annual ScientificMeeting, San
Diego, Calif, March 7-12, 2009.1
This prospective randomized single center study from
Germany compared cryoplasty with balloon angioplasty of
popliteal artery stenoses or occlusions. Outcome measures
included 9-month patency and treatment success (defined
as 30% residual stenosis, absence of hemodynamically
significant dissection or recoil and no stent placement).
Follow-up ankle brachial indices and Doppler studies were
performed on a regular basis, with angiography reserved for
instances of suspected restenosis.
The investigators have randomized 77 patients, 35 to
cryoplasty and 42 to angioplasty, with the majority of both
groups being claudicants (74.3% of cryoplasty group, 81%
of angioplasty group). The two groups are reported as
being equivalent regarding risk factors and demographics.
Treatment success, as defined by the authors, was more
common following angioplasty than cryoplasty (52% vs
29%, P .035), while patency at 9 months was reported as
being equivalent (75.7% for cryoplasty, 63.3% for angio-
plasty, P  .18). Subsequent angioplasty was required in
60% of patients initially treated with cryoplasty.
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452The investigators conclude that while cryoplasty offers
a lower rate of technical success in the popliteal artery, there
is a trend towards higher patency at 9 months compared
with angioplasty.
COMMENTARY
Initially, cryoplasty offered hope for improved patency
and clinical outcomes by reducing intimal injury and recoil
and subsequent neointimal hyperplasia. Some early propo-
nents of this technology have since abandoned it after
observing the increased cost ($1700 per case) and poor
outcomes after 1-2 years, particularly in instances of calci-
fication, vein graft stenosis, and in-stent restenosis.2
The present report describes a series of primarily clau-
dicants that when treated with cryoplasty had lower rates of
technical success than angioplasty and in the majority of
cases received subsequent angioplasty. The authors claim
that there was a trend towards higher patency rates at 9
months with cryoplasty is not supported by the data.
This report probably raises more questions than it
answers and fails to identify a subgroup of patients who
might benefit from cryoplasty. As a result, this study fails to
provide support for widespread adoption of this technology
in infrainguinal occlusive disease.
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